CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Name of Product/
HaumenoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepuu

Date of Control / lata anaiuza

Manufacturing date / Jata
NPOH3BOICTEA

Expiry date /data oxouvanns
CpPOKA I'OIH0CTH

TEXARED, lyophilized powder for in jection after reconstitution,

20 mg /

TEKCAPEA®, moduanzar ans NPHIOTOBJIEHHS PACTBOPA AJIA

HHBeRIni, 20 mr
25A00541A

42.170,000

02,2025
01.2025

12.2027

TESTS / ITOKA3ATEJIHN |

SPECIFICATIONS / HOPMBI ‘

RESULTS /
PE3YJIbTATBI

rAppearance / Onucanue ‘

Yellow with greenish tint lyophilized powder. /
Jlnodunusnposannei  mOpOWOK  kenTOrO  C
3€NICHOBATEIM OTTEHKOM I1{BETA.

Complies / CooterctByer

Identification / Mognunnocrs

" Tenoxicam by HPLC/ The retention time of tenoxicam peak in the | h b
| Tenoxcuxam (BIXKX) chromatogram of test solution should correspond

| (254 Hw)).

to the retention time of tenoxicam peak in the
chromatogram of standard solution (see “Related
substances”, determination of single impurities
and total impurities (254 nm)). / Bpems
YIEPAKHBAHNS IHKA  TEHOKCHKAMa  Ha
XpOMATOrpaMMe  MCTIBITYEMOr0  pacTBopa
TOMKHO COOTBETCTBOBATE BpEMenn
YIAESPAHUBAHMA IHKA  TEHOKCHKAMA  Ha
XPOMATOTpaAMME  CTAHAAPTHOTO pPacTBOpa (CM.
«Poncreeunste TPHMECH), OIpeeneHiie
CAVHMYHBIX IpuMecelf M CyMMBl npuMeced

Complies / Coorserctayer

| Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
I

CREKMpoGomomempuneckuii)

UV absorption spectrum of the test solution
prepared for the Assay in the range from 230 nm
to 400 nm should have maxima at wavelengths of
257 £ 2 nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). / YO-criektp
HOTTIOILEHHA HCIIBITYEMOro pacTBopa,
NPHTOTOBNCHHOTO A8 KONHYGCTBEHHOTO
OnpenencHud, B obnact ot 230 M mo 400 am
JOJKEN HMETh MAKCHMYMBI TPH JUIMHAX BOJTH
257 + 21um, 285 = 2uM u 368 = 2 M {cM.
«Konuuecrsennoe onpeenenye TeHOKCHKaMa»),

Complies / Cootsercnyer
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

! ' RESULTS /
| TES_TS / lIOICA’;L:&TEJII/I | SPECIFICATIONS / HOPMBI | PE3YJIBTATH
Sodium metabisulfite / The retention time of Sodium metabisulfite peak |

Hampua memabucyavpum

obtained in the chromatogram of the test solution
corresponds to that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite” test. / Bpems ynepsxupanmns mxa
HaTpus Merabucynbdwra Ha XpoMarorpamme
HCIIBITYEMOTO pacTeopa JOIPKHO
COOTBETCTBOBATb BPEMEHH YIEMKHBAHWS IIHKA
HAaTPHsl METAOWCYNbOMTa Ha XpoMarorpamme
CTAHOAPTHOTO pacTBopa (cM. «KonuvecTRennoe
OlipefieneHne HaTpust MeTabHCyTb(uTar).

Complies / Cootsercrnyer

Dissolvilig time / Bpemsi
pacrsopeHns

Not more than 60 seconds. / He Gomee 60
CeKYHJI.

21 sec/ 21 cex

Appearance of Reconstituted
solution / Onncanne
BOCCTAHOBJIEHHOTO PacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ipenapar
AOIDKEH PacTBOPATECA TOTHOCTBE) c
OTCYTCTBHEM HEPaCTBOPEHHBIX W4acTHIl, 0e3
BH/IUMEIX MEXAaHMYECKHX BKIIOUEHHH. Pactsop
MOIDKEH OBITE TIPO3pavyHEM.

Complies / Cootercrayer

Selution clarity /
Mpozpaunocrs pacrBopa

"The product solution should be clear. / Pacteop
Ipenapata JoMkeH ObITh NPO3padyHbM.

Complies / CooTsercrryer

Solution Color /
1lBeTHOCTE pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY 1. / Crenens oxpackn pacTBopa npenapara He
JOIDKHA NPEBLINATE 3TatoH GY).

Complies / CooTsercrByer

pH l 7.51010.0./017,5 n0 10,0, 9.2
Particulate matter / Mexanmueckue BRJAOMEHHY '
Visible particles / Should be absent/ Jlomkwsi oTcyTerposath Absent /OrcyTotsyior
Budumbre vacmuyn
Subvisible particles /
Hesudumvie yacmuyer
=10 pum particles/ Not more than 6000/vial; / 39/ vial
Yacrun pasmepom > 10 mxm He Gosree 6000 na daaxon: 39/ daaron
=25 pum particles/ Not more than 600/vial. / 0/ vial
HacTuy pazmepoM > 25 MM | He Gonee 600 na dmaxom. 0/ pnaxon

L .
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

;  TESTS/TIOKA3ATEJHA

| SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJERTATH

Related substances / Poacteennsie npumecu

2-aminopyridine / | Not more than 0.5 %; / He Gonee 0,5 %; Not  detected /
2-aMUHOITMPHIHH obHapyxena
Individual unidentified impurity / Not more than 0.5 %; / He Gonee 0,5 %; Not  detected / He |
Eavmmnunas o0HapyxeHa
HEUIEHTUHIMPOBAHHAS IPUMECE
Total impurities/u Not more than 1.0 %. / He Sonee 1,0 %. Not  detected / He ‘
CymMmMa npumeceit obHapy«eHa |
Uniformity of dosage units / The Acceptance value (AV) should be not more AV=57 (n=10)
OnnopogHocTs K03MpoBanHN than 15.0. / IMTokazarensr npuemieMocTH (AV) |
IOIDKeH ObITh He Gonee 15,0.
| Water /Boga Not more than 3.0 %. / He 6onee 3,0 %. 1.0 % '

[ : .
Bacterial endotoxins /
BakTepnanbHbie SHAOTOKCHHLI

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 EZ/Mr TerokcHkamMa.

<0.128 EU/mg /
<0.128 ED/ mr

i Sterility /CTepuashoctn Should be sterile. / JTomken 65ITh cTepHIBHBIM. Sterile / Crepunen
! Assay / KonigecTBeHHoe onpeneenne
Tenoxicam / Tenoxcuram 90.0% to 110.0% of Cy:H;1Nz04S; (tenoxicam)
of label claim. / Or 90,0% 1o 110,0 % 100.1 %
| Ci3H1iN3048; (TeHOKCMKaM) OT HOMHHATBHOIQ e
conepKaHus.
. Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite of the
Hampus memaducyavpum label claim. / Or 85,0% no 110,0 % mnatpus 98.2 %
MeTabucymsdura or HOMUHANBHOTO e
| comepKaHys.
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

TESTS /TIOKASATEJHW | SPECIFICATIONS / HOPMBI RESULTS / PE3YJILTATBI
Package / Ynakobka Primary package Primary package

20 mg of the tenoxicam in a colorless
glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
Mepruynag ynakopka

[lo 20 Mr TeHOKCHKamMa BO GuakoH u3

becrpeTHOrO CTEeKIa THIY 1,
YKYIIOpEHHEIH poOKoit u3
OpoMOyTHIOBOM  pesmHBI,  oGXkaTOl

ATKOMUHHEBBIM KOMITAYKOM C KOHTPOJIEM
NEPBOTO  BCKPBITHA M IUIACTHKOBBIM

20 mg of the tenoxicam in a colorless
glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBuynas ymakoska

ITo 20 Mr TenokcHkaMa Bo (IAKoH w3

OecuperHoro CTCKIIA THII I,
YKYNOPESHHEIH npoGroit H3
GpoMOyTHNOROH  peswHbL,  ofkaroil

ATHOMHHHCBBIM KOMMAYKOM C KOHTROIEM
IIEPBOTO  BCKPHITHE W IMNACTHKOBEIM

JHCKOM T0BEpX AMFOMHHUEBOTO | JIHCKOM IIOBEPX AFOMHHHEBOTO
KOIIIauk4, | Konmatka, ]
Shelf-life/ Cpoxk rognocra 3 years./ 3 ropa.
KIT / KOMILIEKT
TESTS / IOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS /PE3YVJIBTAThI

Kit package / Ymaxonka
KOMILIEKTA

Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette,

1 cassette with the patient information
leaflet in a carton pack. /

Bropuynas yvnakoeka

flo 3 ¢nakona ¢ npemapatom u 3
aMIyJbl ¢ PACTBOPUTENEM TIOMEIIAIOT B
KacceTy 3 MO IMBHHIITXITOPHE.

1 KxacceTy BMecTe ¢ HHCTPYKNHeld mno
NPHMEHCHUIO TIOMEIIAT B Nauky

KapTOHHYI0.

Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

Bropudnas yrakoska

ITo 3 ¢nakora ¢ npenapatoM W 3
aMITyJIBl ¢ PACTBOPHTENICM TIOMEILATOT B
Kaccery ©3 TONHBHHHIXIOPHAA. |
KacceTy BMECTe ¢ HHCTPYKIHEH mmo
IPUMEHEHIIO TOMEIAOT B NAvKy

KapTOHHYO,

_Labe]ing/ Mapxuporxa

According to the ND. / B cootrerctBun
¢ HOPMATHEHOH OOKYMEHTAIHET,

Complies as presctibed / COOTBEI‘C’I‘ByeT

TpeOoBaHHIM
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CERTIFICATE OF ANALYSIS / CEPTUHO®OUKAT AHAJIM3A

| Kit storage / ]
XpaHeHHe KoOMILIeKTa

Kit shelf life /
| CpOK TOAHOCTH KOMILJICKTA

For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

In the original packaging (3 vials with medical product and 3 ampoules with solvent
in the carton), at temperature below 25 °C. /

ALns vraxosku mo 3 thnakona ¢ NPEnapaToM 1 3 amITyJIBI C PACTBOPHTEIEM B
Kaccete:

B opurunanehoii ynakoeke (§rakoHs: ¢ TIPCHIAPATOM H aMIyIIb! ¢ PACTEOPUTEIEM B
THayKe) Mpu TeMIeparype He Bouue 25 °C,

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 rona. Cpox rogaocTH KoMmnexTa OTPEAENAETCA CPOKOM TO{HOCTH
TICKAPCTBEHHOTrO MPEIAPaTa AN MEAHITHHCKOTO NIPHMEHEHNS,

Assessment: / 3axjuoueHue:

The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023./

Cepua cooTBeTCTBYET TpeGoBaHHAM HOPMATHBHOTO fokyMenra JIC-000295-
160721, Msmenenue Nel ot 25.04.2023,

| API name (INN) / nHaumenosanne A®C (MHH): | Tenoxicam / Tenokcukam __l
API manufacturer batch number / 92035723,92003424

| Homep cepun upoussoputens ADC: g
FP Manufacturer API Batch number / 24112845,24116304 ‘
Howmep cepnu cyGeranmun npoussoauTens LJId;

' APT Manufactured by & country / Edmond Pharma S.r.L., Italy / |

| ITponspoanrtens ADC, cTpana:; Damonn ®apma, C.p.J1., Hranus |

Quality Control Sup_grvisor
"ERAY KALEM

f" 12022025
&
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Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJAN3A

Name of Product/

HaumeHoBaHHe MpelapaTa

Water for injections (solvent) /

Boaa s HHBeKIHH (PacTBOPHTENb)

Batch no./ Homep cepuu 4212
Amount of product per batch / Paamep ;89603
CepHH

Date of Control / laTa anannza 07/2024
Manufacturing date / Jlata npousBoicTBa 04/2024
Expiry date /JaTa oxoH4aHus cpoka 03/2029

rogHocTH

Water for injections (solvent) / Boga nist HEbeKuMii (pacTBOPHTEAD)

| TESTS/IOKA3ATEJH

SPECIFICATIONS / HOPMBI

| Description /Onucanne

Clear, colourless liguid without odor. /
[Tpospaunas GecrBeTHAs KUAKOCTD De3
3AMAXA.

Complies / CooTBeTCTBYCT

| Particulate matter / Mexanu1uecKue BKJIKYECHHN

Visible particles /
Buoumsie wacmuysl

RESULTS / PE3YJIbTAThI 1

Should be absent. / JiomKkHBI OTCYTCTBOBATE.

Absent / OTCyTCTBYIOT

Sub visible particles /
Hesguoumsle vacmuiypl

>10 pm particles /

=25 um particles /

gacTHIl pasMepoM > 10 MKM

Not more than 6000 particles per ampoule; /
He domee 6000 Ha ammyny;

Not more than 600 particles per ampoule. /

YACTHL] PA3MEPOM = 25 MEM

He 6onee 600 na ammyny,

14

0

" Acidity and alkalinity /

Reducing substances /
BoccTanasanBaromue
BelleCcTBa

KHCJI0THOCTH H MIEJN0MHOCTL

Test sample should pass the test. /
Hcmsrryemsiii o0paseln DONAKeH BRICKHBATE
HCIBITAHKE.

Complies / COOETCT;;GT

| Test sample should pass the test. /

Hcnpiryemniii obpasell JokeH BHIEEPKUBATE
| HCIIBITAHLE.

| Carbon dioxide
¥raepona auoKcug

| No turbidity should be observed within 1 hour.

/ He pomkHo GHITH HOMYTHEHHS B TEUEHNE
1 yaca.

Compligs / COOTBETCTBYET

Complies / CooreercTByeT

Chlorides/ XnopuasbI

Not more than 0.5 ppm. / He 6onee 0,5 ppm.

<(0.5ppm

Nitrates and Nitrites/

Hurpathi B HHTPHTBL

Not more than 0.00002 % (0.2 ppm). /
He Gomnee 0,00002 % (0,2 ppm).

<0.00002% (<0.2 ppm)

. ﬁlplﬁs ! C}’JIBE)E]TI:.I

No turbidity should occur within not less than
1 h./ B TeueHHe He MeHee | Yaca He AOILKHO
HalEoaaThCA TOMYTHEHHE.

Complies / CooTBercTBYET

Ammonium / AMMoHHiH

Not more than 0.6 pIE / He 6onee 0,6 ppm.

<0).6 ppm
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R GENSENTA

CERTIFICATE OF ANALYSIS/ CEPTH®HUKAT AHAJIU3A

"TESTS / TOKA3ATEJH

! SPECIFICATIONS / HOPMEI RESULTS / PE3YJBTATHIL

Calcium and magnesium /
Kanbumii H MArHHI

| Pure blue color should be observed (without a Complies / CooTBeTCTBYET
violet hue). / JTomxHO HAOMOMATECS YHCTO
cHHee okpamneanne (6e3 PpHoNeToBOrO

OTTCHKA).

Heavy metals/ Tsxxeanie
MeTAJLIbI

| Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm).

<(0.00001% (<0.1ppm)

Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
€K TPONpPOBOIHOCTL

Extractable volume /
HN3BJeKaeMblif 00LeM

Bacterial endotoxins /
BakTepnanbHbie 3HI0TOKCHHBI

| Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Not more than 25 uS/cm. / a 7 uS/em./
He oonee 25 MxCum/cM. 7 MrCm/cm,
Not less than label claim (not less than 2 ml). / 2ml/
He MeHee HOMHHAJIEHOTO (HE MEHEE 2 MIT). 2 Mn
Not more than 0.25 EU/mL of water for <0.25 EU/mL/
injections. / He 6onee 0,25 ED/Mn Boap! Ui <(L.25E3/ mn

HHBEKITMIA,
|

Sterility / CrepansHocTh

Should be sterile. / JlomkHa ORITE CTEPIITEHOIM. Sterile / CTepunsHO.

Packaging / ¥Ynakoeka

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type | with an orange one-
point-cut at the top of the ampule. /
Ilepeuunan yOakoBKa

TMo 2 ma pacTBOpHTENA (Boma JUIs
HHBEKIMI) B aMInysry U3
Oecugernoro crexkna, tanm I Ha
BEPXHEH 4acTH aMmynbkl HAaHECeHA
TOYKA [pazoMa OPAmKEBOTo IBETd.

Primary package
2 mL of the solvent {water for injections) in a
colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /
[lepBHuHAas vNAKOBKA

o 2 Mn pacTBopuTens (BOAA Ui HHBEKLHI)} B
ammyny w3 OecmBerHoro crexna, THO [ Ha
BepxHell uHacTM aMIynpl HaHeceHa TOdKa
pazioMa OPaHXEeBOTO 1IBETa.

Shelf-life / Cpok rogqHocTH

5 years. / 5 ner.

Assessment: / 3akmogeHnne:

The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /

Cepnsa cooTBeTCTBYET TPeGOBAHHAM HOPMaTHBHOTO JoKyMeHTa JIC-000295-160721,
Hzmenenme Nel ot 25.04.2023.

Ali Ethemoglu

Qualiti' Control Supervisor

: /Ee Ticaret A.S
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Name of Product/
Haumenosanne npenapara

‘Water for injections (solvent) /

Boja aia MHBEKUHA (PACTBOPHTE/Ib)

Batch no./ Homep cepun 42D3

Amount of product per batch / Pasmep : o 89434

cepun

Date of Conirol / [{laTa anaamsa 07/2024

Manufacturing date / lata npom3sogersa  :  04/2024

Expiry date /IaTa oxondanus cpoka ;o 0372029

TOJHOCTH

Water for injections (solvent) / Boga anst Hnbexumii (pacrsopHTeIb)

L TESTS / TOKA3SATEJIH SPECIFICATIONS f HOPMBEI RESULTS / PE3VJBTATDI

‘Description /Onncanue

Clear, colourless liquid without odor. /
TTpo3paunasn GecuBeTHas HKHIAKOCTE 6e3
3anaxa.

Complies / CooTBeTCTBYET

Particulate matter / MexaHH9YecKHe BKAOYUEHHS

Visible particles /
Budumsie yacmuys

| Should be absent. / lIomK_HLI OTCYTCTBOBATD.

Absent / OtcyTcTRYI0T

Sub visible particles /
Hesudumvie vacmutfer

>10 pm particles /

=25 pm particles /
YACTHIL PazMepoM = 25 MKM

yacTul pasMepoM = 10 MM

Not more than 6000 particles per ampoule; /
He Hosiee 6000 Ha aMmyiy;

| Not more than 600 particles per ampoule. /
He 6onee 600 na amiymy.

Acidity and alkalinity /
KHCcaoTHOCTE H INEJOYHOCTh
|

Test sample should pass the test. /
HenesrryeMslit o0pasell JOKEH BEIACPKHBATE
HCTIBITAHHE,

15

_Comp]ies / COOTBETCTBYET

| Reducing substances /
Boccranasaueanunie
| BemecTBa

Carbon dioxide
¥Yruepoaa nHOKCH

Test sample should pass the test. /
HcnpiTyemelii obpazen A0MKEH BRICPAMBATE
HCTIBITAHHE.

Complies / COOTBeTCTBy_er

I No turbidity should be observed within 1 hour.

/ He nomxHo Ovirh MOMYTHEHHSA B TeUEHNE
1 gaca.

| Chlorides/ Xnopuabl

Not more than 0.5 ppm. / He 6onee 0,5 ppm.

| Nitrates and Nitrites/

HuTpaTsl H HHTPHTBI

| Sulphates / Cyasdatbi

Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

Complies / CooTBeTCTBYET

<0.5ppm

<0.00002% (<0.2 ppm)

ﬁturbidity should occur within not less than
1 h./ B TeucHue de MeHee 1 daca He OODKHO
HaBIHIATECA TOMYTHEHHE,

Ammaonium / AMMOHHIHA

Not more than 0.6 ppm. / He bonee 0,6 ppm.

Complies / (Soomercmye'r '

<0.6 ppm
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CHGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

TESTS /TIOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATHI

| Calcium and magnesium /
Kaasusii 1 Marnii

Pure blue color should be observed (without a
violet hue). / JomxHo Ha0mogaTeCA YJACTO
ciHee oKpariHBaHKe (6e3 uoneToBoro
OTTEHKa).

Complies / CooTBeTCTBYET

Heavy metals/ Taxeasie
MeTALIKI

Not more than 0.00001 % (0.1 ppm). /
He Gonee 0,00001 % (0,1 ppm).

<0.00001% (<0.1ppm)

Residue after evaporation / | Not more than 0.004%. / He 6oree 0,004%. 0.000 %

Cyxoii ocraTox

Conduectivity / Not more than 25 pS/em. / 7 pSiem./ 1

DAeKTPOBPOBOIHOCTE He 6onee 25 mxCwm/cm. 7 MrCM/cM.
“Extractable volume / Not less than label claim (not less than 2 mT)T/ 1 2ml/

H3BuexaeMblii 00beM He MeHee HOMHHATBHOTO (He MeHee 2 MJT). 2 M

Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <0.25EU /mL/

BakrepuajabHbIe 3HA0TOKCHHBI | injections. / He Gonee 0,25 ED/Mn Boaw! s <025 E2/mMn

HHBEKLHHA.

Sterility / CtepuabHocTh

Packaging / YnaxkoBka

Shelf-life / Cpok roaHocTH

Assessment: / 3axmoueHue:

' Primary package
2 mL of the solvent (water for injections) in a

Should be sterile. / [JomkHa GHITH CTEPHIBHOIH.

Sterile / C’re_pmmﬂo.

colorless glass ampule type | with an orange

ong-point-cut at the top of the ampule. /

[epByyHAA ¥ IAKOBKA
ITo 2 M pacTBopHTeNd (RoAA JUM HHLCKIMUH) B

amryny w3 OecuperHoro creiia, Tun [ Ha
HAHECeHa TO9KA

BEpXHEH YacTH aMITyJNbl
PaziioMa OpaHKeBOTO [IBETA.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type [ with an orange one-
point-cut at the top of the ampule. /
TleperdHag vIIakoBKa

Ilo 2 Ma pacTRoputens (Boaa ajs
HHBEKIIME ) B amnyny H3
OecuperHoro crekna, Thin I Ha
BepxHeil YacTH aMIylbl HaHeceHa
TOUKA Pa3ioMa OPaHKeBOr0 NBETA.

15 years. / 5 yier,

The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Cepusi COOTBETCTRBYST TpeOOBaHIAM HOpMaTHBHOTO AokyMenTa JIC-000295-160721,
W3zmeneHme Nel ot 25.04.2023,

Ali Ethemoglu
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/

HanMeHoBaHHe npenapata

Water for injections (solvent) /

Boaa asia nrbeKuuil (pacTBOPHTEIb)

Batch no./ Homep cepun 42D5
Amount of product per batch / Pasmep 89832
cepun
Date of Control / JaTa anaansa 07/2024
Manufacturing date / Jlata npousBoacTea 04/2024
Expiry date /IaTa ox0oH4aHHS CPOKa 03/2029
TOHOCTH
Water for injections (solvent) / Boaa axst nubekuHii (pacTBOpHTCIE)
TESTS /TIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI

Description /Onucanne

Visible particles /
Buowubie yacmiuijp

Clear, colourless liquid without odor. /
ITpo3paunas GeclBeTHas XKHUIAKOCTE O€3
3anaxa.

Complies / CooTBeTCcTBYET

Particulate matter / MexaHnyeckne BKJIIOUCHHH

[ Should be absent. / JIOIKHET OTCYTCTBOBATE.

Sub visible particles /
Hesudumvie uacmuyw

>10 pm particles /

yacTHil pazMepoM > 10 Mxm

=25 pm particles /

JACTHL PA3sMEPOM = 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 na ammyny;

Not more than 600 particles per ampoule. /
He donee 600 Ha aMmymy.

Absent/ OTCyTC”FByIOT

| Acidity and alkalinity /

KueaorHoers H MeJ0MHOCTD

Reducing substances /

BoccranasiaHBaKIIHe
BEILECTBA

Test sample should pass the test. /
HcnsityeMelii 00pasel JOMKEH BbIACPKHBATE
HCIBITAHKE.

Comptlies / CooTBeTcTBYET

“Test sample should pass the test. /
Hcnsiryemsiii ofpazer 10J5KeH BEIEPKHBATD
HCTIBITAHHE.

" Carbon dioxide
Yraepoaa nuokceny

Chlorides/ Xaopuasl

/ He momxHo OBITE TTOMYTHEHHS B TEUIEHUE
1 waca.

No turbidity should be observed within 1 hour.

Complies / CooTReTCTBYCT

Complies / CooTBeTcTBYeT

Not more than (.5 ppm. / He Gonee 0,5 ppm.

<0.5ppm

Nitrates and Nitrites/

Hurpare! H HHTPHTBI

| Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

SuEth / Cyandathl

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee | yaca He JOMKHO
HadMOAATECH NIOMY THEHHE.

<0.00002% (<0.2 ppm)

Eomplies / CoOoTBETCTRYET

Ammonium / AMMOHHEA

Not more than 0.6 ppm. / He 6omee 0,6 ppm.

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

| TESTS/IOKA3ATEJIM SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI
| Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBercTBYET
Kansuuii @ Marauii violet hue). / Jloixro Habmonarses 4acTo
cHHee OKpalBaHye (6e3 duoneToBoro
OTTCHKA).
Heavy metals/ Taxennsie ' Not more than 0.00001 % (0.1 ppm). / <0.00001% (<0.1ppm)
MET2JJIBI He 6onee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. .000 %
Cyxoii ocTaror
-Conducti;ity / Not more than 25 pS/em. / 7 uS/em./
DIeKTPONPOBOHOCTD He Gonee 25 mxCM/cM. 7 MrCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
HzeaexaeMerii 00neM He meHee HOMBHANBHOTO (He MeHee 2 Mi1). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for | <0.25EU/mL/
BaxTepuajbHbIe 3HA0TOKCHHBI | injections. / He Oomee 0,25 ED/Mn Boae uist <025 E2 /M
HHBEKLMH.
Sterility / CtepuisHocTh Should be sterile. / Jonsxna GBITh CTEPHIBHOI. Sterile / CrepunsHo.
Packaging / Ynaxkoska Primary package Primary package ]

2 mL of the solvent (water for injections) in a | 2 mL of the solvent (water for |
colorless glass ampule type I with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. /| ampule type | with an orange one-
IepBUYHAA ¥ IAKOBKA point-cut at the top of the ampule. /
TTo 2 mn pacreopurens (8oda 08 VHEEKOUA) B | [lepBuyHas yIlakoBKa

amnyny w3 Oecusernoro crexna, tan 1. Ha | ITo 2 Mn pacreopurens (Boma ans
BepXHell 'WAcTH aMmyNbl HAaHeceHa TOYKA | HHBEKUMH) B aMnyaly — u3
| PAaNIOMa OPAHIKEBOTO 1BETA. GecreerHoro crexma, tHn [ Ha
BEPXHCH YacTH amiylbl HaHeceHa
' TOYKA PA3ioMa OPAHKEBOIO 1BETA.

Shelfife / Cpox roaHoeTH | 5 years. / 5 neT.

Assessment: / 3akmoueHne:; The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
CepHs cOOTBETCTBYET TpeboBaHHIM HOpPMAaTHRHOTO flokymenTa JIC-000295-160721,
H3menenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality Con*ol Supervisor
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